STATE OF MARYLAND
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CERTIFIED MAIL RETURN RECEIPT REQUESTED
ARTICLE #7008 1830 0001 1597 9209

October 7, 2008

Mr. Steven Riggin
CVS Pharmacy
11729 Beltsville Drive
Beitsville, MD 20705

Re: CVS #1489
Permit No, P00546
Finding of Deficiencies and Imposition of Civil Monetary Penalty
By Consent

Dear Mr. Riggin:

On March 29, 2007, an annual inspection was conducted by the Division
of Drug Control (“DDC") to determine if CVS Pharmacy #1489 (the “Pharmacy”)
was in compliance with federal and state laws regarding the operation of .a
pharmacy. The Inspection Report indicated that the Pharmacy was not in
substantial compliance with regulatory requirements. Among other things, the
Pharmacy did not post an original CDS permit, nor maintain proper records of its
controlled dangerous substances inventory, and had several outdated and
misbranded medications on its shelves.  The Board then ordered a follow-up
inspection, which was conducted by DDC on October 18, 2007. The re-
inspection noted that the prior deficiencies had stili not been addressed.

|. FINDINGS AND CONCLUSION

The Board adopts the findings of deficiencies as set forth in the Pharmacy
Inspection Reports dated March 29, 2007, and October 18, 2007, and attached
as Exhibits A and B.
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Based upon deficiencies cited at your Pharmacy, the Board finds that the
Pharmacy was in violation of the Maryiand Pharmacy Act and the regulations
adopted thereunder. Specifically, the Board finds the Pharmacy in violation of
Health Occ. Art. § 12-403(b)(1) and (12}, Health Gen. Art. §§ 21-216, 21-217,
COMAR 10.19.03.03, 10.34.24.03 and 21 CFR § 1304.4 and § 1304.21.

II. CIVIL MONETARY PENALTY

_ Under Maryland Health Occupations Article § 12-410 and COMAR
10.34.11, the Board of Pharmacy has the authority to impose a civil monetary
penalty based upon violations of the Maryland Pharmacy Act.

Based upon the deficiencies cited at the Pharmacy, and the subsequent
remediation by the Pharmacy, the Board hereby imposes a civil monetary
penalty of $2,000.00. The deficiencies upon which the civil monetary penalty is
based are enclosed with this letter on Pharmacy Inspection Reports dated March
29, 2007 and October 18, 2007. Of particular concern was the Pharmacy’s
failure, even upon re-inspection, to properly document the receipt of
Schedule 1lI-V drugs on invoices and the continued existence of outdated

and misbranded drugs.

In determining whether to impose a civil monetary penaity, the Board took
into consideration the following factors:

1. The extent to which the permit holder derived any financial benefit from
the unprofessional or improper conduct;

2. The willfulness of the unprofessional or improper conduct;

3. The extent of actual or potential public harm caused by the
unprofessional or improper conduct;

4. The permit holder’s history or previous violations,

5. The existence of mitigating factors.

The civil monetary penalty is due within thirty {30) days of the date of
this letter, in the form of a check made payable to the Maryland Board o

Pharmacy. :

Ill. FOLLOW-UP INSPECTION

Please be advised that the Board, or its agents, may perform a follow-up
inspection of the Pharmacy to insure that it continues to comply with Maryland
laws and reguiations. Should a follow-up inspection indicate that the Pharmacy
is not in substantial compliance, the Board may pursue further disciplinary action
against the Pharmacy that may result in the imposition of sanctions such as
suspension, revocation or additional monetary penatties.




_ Upon the Pharmacy’s payment of the civil monetary penalty, this Finding
will constitute the Board’s final action with respect to the Inspection Reports

dated March 29, 2007, and October 18, 2007, and shall be a public document in

accordance with the Maryland Public Information Act.

If you have any questions concerning the instructions contfained in this
letter, please contact Vanessa Thomas-Gray, Compliance Specialist, at 410-764-
5928.

Sincerely, -

ﬂl
%I/(//\k\m R e
LaVerne G. Naesea
Executive Director

cc:  Linda Bethman, Assistant Attorney General
Board Counsel

Attachmenis
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Division of Drug Control
Pharmacy Inspection Report APR 0 3 2907
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NOTICE: Failure to.comply with any of the applicable provisions set forth in Article 27, Sectlcbnsg';%%gg F.;i\n'ﬁo%té'a i Code of
Viaryland; andfor Health General Title 21, Food, Drug, and Cosmetics, Subtitle 1, 2, 11, and 12, Annotated Code of Maryland;
and/or Health Occupations Titte 12, Pharmacists and Pharmacies, Subtitles 1, 2, 3, 4, 5, 6, 7. and 8, Annotated Code of Maryland;
and/or Health General Title 22, Polsons and Child Resistant Packaging, Subtitles 2 and 3, Annotated Code of Maryland and/or
Regulations thereof -— may subject you to civil proceedings by the Depariment of Health and Mental Hyglene and/or possible
srosecution by the State’s Attorney's Office; may lead to suspension or revocation of your Controlled Dangerous Substances
Registration and/or appropriate action by the Maryland Board of Pharmacy. Consent of the owner, operator, or agent in charge to
nspect the premises is granted to the drug inspector unless stated 1o the contrary.

Sharmacy Name: _C & 2 ornngy /// JYFF Address: 657 € Lailoves et

Sity: Lol e i 00 Zip: R 275 County: Lrie 4&53 ot

Shopping Glr.: e s suantled FaxNo: 307 SFd - 284¢ __Phone No:_Jey 775+ 3355
“harrnacy Hours: Mon.-Fri, £ -s0 Sat.: Fd Sun; ___ /e~ € Hol:  eedd?
nspection Date: 3/ sl0? Arrival Time: 2: 38 a2 Depariure Time: ooy
JIVISION OF DRUG CONTROIL , MARYLAND BOARD OF PHARMACY. —
1.  MD CDS Ragistration expires: £ faesol 24, Current pharmacy permit posied o
2. Fed. DEA Registration conspicuously Yes _ Permit No. _o6osy ¢
No.; #722320731 Exp: PRSI0 25. Pharmacist’s cerdificate of renewal available. v

List other pharms. |

Name: Awrdony (J, £ncda Sty oo Lt |,

Mo, _Z€&€7e  Exp: _rolfas/eF
26. Required pharmacy equip. on hand X
27. Running water available (hot & cold) ]
28, Pharmacy area clean, neat, well organized )’i.}e {c:

3. CDS Rxfiling as req.: _ (5. £
File system g
APl s ed-propetiy-on- e etreq.
5.  Federat "No Transler” label for CDS
Rxs with nofgss than 6-point-type)
6. COS biennial inventory properly compieted

2oel it <

. - 29, Rx files maintainad for 5 years )
7. Sch, -V invoices dated & initialed 30. Required dala on patient label iy oy Prans PP
when receivaed 3i—Sardeco-nursing-hemesr-otherdaeciiities st
8. Who is authorized to sign Form 222 i L. SM&fapherﬁakMegstemz;eeﬂy-mam%amed e

Rx presented more 1han 120 days after lssue/';f o
34. Adequate Rx Dept. securit
35, BRx pick-up after hours Hours
posted _ ede?wa Frest P gpheniiy
(Pharmacies insidé olther businesses)
36. Name of mig, of generic substitule recorded on Rx
37. Name of mig./distributor of generic substitute
on label
38. Relrigerator/drugs only -2 Ly, ¢ 2 —w’
39. Refrigerator lemperature (36F-46F) _
40. Curreni generic subslitution info. avallable
41, RAxDapl. enclosed & tocked if pharmacist absent
42, Number of pharmacist on duty /
Nurnber of support pgfsonnel on duty J
43. Referance hbrary _/_jgr 4

9. 3rd copy Form 222 proparly Dorveds vwey
compileted and filed
10, Patient's address on GDS Rxs
11, Practitioner’s address on GDS Fxs
12. Practilioner's DEA No. on CDS Bxs
13.  8ch. H drugs dispersed(lock & key
14. CDS orders for office use (Form 222) s ~uiel
15, Sch, It emergency procedurs e st
16. Ouldated products {holding, possession)
17. Misbranded producis {holding, possession)
18, Pertinent label data not obstructad
Hp—Aenphetidcthamphetdispensing-procedure

Ro—Nireglresrin-dispansing
21. Refrig./protection of drugs from light,

,J,-;

exposure, etc, .
22, Safety closure utilized Yes ¥~ No__ » %phaa'ma?;%
a. Documentation if not desired by paﬂenl A5—Fhe-sterago-areas-leeicod

46. Rx shelf ltemns properly stored {(59F-86F)
47. Dispensing date & pharmacist's initials on Bxs.
48, OBRA compliance: (a) screening,
{b) counseling, {(c} documentation -
49, Prescriber's name printed, stamped or lyped
50. Facsimile transmission ¥ & #resd
51. Pharmacist only receive telephone order for
new Rx or refill authorization ’

23. Computer ulilized Yes %" No__

If yes, does systarn provide:

a. mmed. retrioval of orig. Rx info.

b. Documentation of pharmacisi’s verification
that refilt info is correct

c. Printout of info. necessary for audit

d. “"Down-time" procedure for proper
documentation of refills properly handled

leceived by 7Q ) C"*‘A ,%ﬂ/{\’ | Inspected by: __. /fr?’ " éy&"

1

B Fillvaive U Fnenc b a /e 02723 /0 ’l-
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CVS Pharmacy #1489 Inspection _ Page 1 of 2

- Schedule 2 Inventory after Rxc#: N159892
Percocet 5/325 mg tablet: 15 (60) Adderall XR 15mg cap: 35 (65)
Ritalin LA 20mg cap: 70 (150) Oxycontin 40mg tab: 16
Perpetual invenfory counts, if different from physical counis, are noted in (),
Noted: Multiple discrepancies among the perpetual inventory record which need to be resolved. If
discrepancies cannot be resolved report to DEA & MD Division of Drug Control.’

*  Schedule 2 Survey: From: N154579 2/26/07 To: N156206 3/7/07
Schedule 3-5 Survey: From: C1538014 3/19/07 To: C158703 3/22/07
Non~cofitrétled Rx#: 1587 056, 057,296, 466

| Posted CDS registration expired 6/30/06. As necessary, contact the MD Division of Drug Control
regarding a copy, Ph: 410 7642890, Fax: 410 358-1793

6 LastBiennial inventory in Not piopérly docuinented. Done by S. Schnapp, Closing of business.
However, date of inventory is indicated simply as 4/30 Mon. There is no indication of vear.

7.. Sampled documentation is Not being dated to indicate date of receipt of the Schedule 3-5 invoices. ... .. .. . . .
Date of receipt:must be indicated upon invoice whether invoice is from wholesaler or warehouse.

9 Date of receipt Not indicated or Not Indicated on EACH line, Form#/dated: 056752049 3/27/07,
056752048 -2/14/07, 036752047 1/11/07, 0556986832 12/20/06, 056752056 11/8/06, 057101512
10/5/06, 057101514 8/25/06, 057101531 5/15/06, 057101535 4/28/06, 057101530 4/14/06,
057101504 2/23/06 + Schedule 2 ordering is infrequent, 1 or 2 times a month usually.

16 OTC (Inappropriate) Nutritionals: 2 x 11/1/06, 2 x 12/1/06, short dated 4/1/07, 5/1/07 noted.

Bye-products—2-x-5/05;-205;4/06-8/06-10/06:14/06-12/06,2/07-4-x-1H0T-

Baby formula: short dated 4/1/07 noted.
Brought to the attention of Delanto Cook, assistant store manager. Please check stock for other

outdated, short dated products.

. Rx (Inappropriate): Drug refrigerator: 4/06 (exp date covered by a stiéker), 3 x 6/06, 8/29/06 (a return-
to-stock), 4 x 8/06, 2 x 10/06, 3 x 12/06, 4 x 1/1/07, 1/07, 2/07, 3/3/07 (reconstituted antibiotic exp date

covered by label/sticker),
Return-to-stock: 3/27/06, 5/25/06, 7/1/06, 7/19/06, 11/1 1/06, 11/16/06, 11f16/06

12/1/06, 12/11/06, 1/2/07, 1/27/07, 2 x 2/2/07, 2/21/07, 3/1/07, 3/14/07, 3/15/07,
Drug shelves: 1/07 mfg container present on shelf even though written upon the
container is: ‘Expired —Don’t Use’. Short dated: 3407, 4/1/07, 4/07 noted.
Please check stock for other outdated/short dated items, .
‘When checking stock don’t forget the Return-to-stock & refrigerator items.

17 Multiple pt type vials containing identified dmg product. However, neither a lot# nor an expiration

date is present.
Several pt type boftle contents unidentified as labels have been partlally removed & in doing so the

product information is obliterated,
Noted 2 items (return-to-stock) acquired from: ‘Community Pharmacy 2955 Mercy Lane, Cheverly,

MD 20785°, no expiration date present.

Rx#:  ‘Date filled” “Discard after’ Product exp

131899 9/28/06 9/28/07 10/06
150317  1/29/07 1/29/08 4/07 & 1/08
157770 3/16/07 3/15/08 12/07
146061  3/19/07 3/18/08 2/08

Insulin products, no other exp date indicator present. Be aware of date relationships.
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Mutice: Failure to comply with nry of the applicable provisions set ol in Article 27, secrions 276 - 302, Annotsted Cede uf Maryhand; amb’(srh Genernt Title 21, Food, Drug, and Cosmetics,

Subtitle 1,2, 11, nnd 12, Annotated Code of Marylnd; andlor Flealith Octupaiions "Title 12, Phamncists snd Pharmrcies, Subtitles 1,2,3.4,5,6.2
3, Poisens and Child Resitant Packaging, Subittes 2 and 3, Annctated Code of Maryland and/or Regmfations thereof — niny subject vou to Civil procesdings by the Departinent of Health and Mental
¥ possibly procecution by the Stale’s Atiorey’s Olfice: may Tead [0 suspention or revocation of your Centredfed Dangarons Substances Registeation and/ar sppropsate action hy the Mandand

Bwazznt of the owner, operoator, of ngent in chargs to nspeet the puemises is pranted to the dnug inspector wniess stated to the conbiary.

Title

1.

o

£, Angotated Code of Marland: sndor EHealth Genemd

Center lLandovr Park

MD CBS Reglstration pusted conspiciously

1. MD CDS Registration expiration date

2. -Fed, DEA Reglstration in Complirnce

3.

5.

6.

1.

8.

9.
19,
11
12.
13.
14,
15.
16,
LN
18.
2%,

22,

23,

Received by [SimopN. Onukacgy
! e oy

Fed, DEA Registration #
Fed. DEA Repistration Exp. date

CDS Rx filing ss required

CPS Rx filing system l

Fed. "No Transfer” Inblel for CDS Rxs no less then 6-
point type

CDS blenniaf inventory properly completed
a. Datelnst inventory

Sch ITI-Y invoices dated Initialed when received

Who is authorized to sign Form 222

3rd Copy Form 222 properly completed and filed

Patient's address on CDS Rxs
Practioner's address on CDS Rxs

Practioner's DEA Number on CDS Rxs
Sch Il drugs dlsperselsecured

CDS orders for office use (Form 222)

Sch IT emergency procedure

Outdrted products (holding, possesion)

Misbranded producis (helding, possesion)

Pertinent label data not obstructed

Refrig/protection of drugs from Jight, exposure _ete

Safety Closure utilized
@& Documentation if not desired by prtient

Computer ufilized If yes does the system provide the
following:

Tmmediate refrieval of original Rx information

Documentation of pharmacist's verification that refill
information is correct :

Printont of information necessary forr andif

"Down-time" procedure for proper documentation
of refills properly handled

I

I
S—
I
—

L1
L1

Zip Code [20785
I Fax Number {(301) §83-9848

Address [6516 LANDOVER RD

:

o Canraa's Onl

| County  [Prince George's Co)
] Telephone Number 1(301) ?73-335§wj

Enmail [Nona

24,

' 25,

26.
27,
28.
29.
30.

33.
34.
35,

36.

KR

38.
39.
40.

42.

43,

46,
47,
48.

49.
30,
51.

|

Current Pharmacy Permit Posted conspiciously
8. Current Pharmacy Permit Number

Phearmacist certificate available
Required pharmacy equipment on hand
Runniog water availzble (hot and cold)

Pharmacy aren clean, neat, well organized

Rx files malntained for 5§ years

Required data on patient Iabel

Rx not presented move than 120 days after 1ssue
Adequaate Rx Depariment security

Rx hours poested(Pharmacies fuside other businesses) In
compliance

Name of manufacturer of generic substitate recorded
on preseription

Name of Manfufactures/distributor of generic
substitute on label

Refrigerator/drugs only
Refrigerator temperature (36F-46F)

Procedures for defermining appropriate generie
substitution

Rx Department closed secured i pharmacist absent

Number of pharmacist on duty
Number of support personnel on duty
Reference Libvary
a. Reference Library Current

Rx shelf itcms property stored (59F - 86F)
Dispensing date pharimacist's initials on Rxs
OBRA compliance: (a) screeuing -
(h) counseling
{c) documentation

Preserlber’s name printed, stamped or typed
Electronie transmission

Pharmacist only recelves telephone order for new Rx
or refill authorizaéion

ffnspecfedby: ‘ {Pelar Smiith

18-0ct-07 03:15 PM

o

i

Fair
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PO0546 ' STATE OF MARYLAND Report Number 1192725396

e w ' DHMH
. H 10/18/2007
nspectionFlug: Tnspection Darte
g ) Rlvision of Drupg Control ‘ Page3of 3

Pharmacy Inspection Report
Noftice: Failure fo oomply with any of the applicable provisions set fouth in Asticle 27, seutinns 276 - 302, Annotated Code of Muryband; and/or Flealth Genesal Fitle 21, Food, Drug, aad Cosmetivs,
Sublite 1,2, 11, snd 12, Annotated Code of Mardland; andfor Heallh Qecipations Fitle 12, Phampacists cod Pharmacies, Sublitfes 1,2,34,5.6.7. 8, Annotated Cotle of Mantand; ond’or Health Genaral
Tite 22, Poisens and Clifd Resitast Packnging, Subtitfes 2 and 3, Amoteted Code of Manvtand medfor Regulations thereaf — mny subject yvou fo Civié proceedings by the Departnient of Health and Munint
Hygizne andfor possitle pocecution by the State's Attomey’s Qffiee; way Jent o suspention of revoention of your Consrolted Dongerous Substances Registration mndlor spproprate action by the Marylangd
Boanatof Phnrmacy. Convenl of the ovwher, opercator, o sgenl it charpe (o inspedt the premises is gmnted to ihe drug inepector tless stkared Lo the contrary,

236 Yes EACH pharmacist, who has refilled eontrolled dangerous substance (CDS) prescriptions, is to sign the daily documentation, for thelr OWN

work, .
Toa often the decumentation is not being signed, or is being signed by the wrong pharmacist,
Sign legibly, as one would sign a check or fegal document,

Sign In the desipnated area.
Please enact procedure. i
25 Re: Janet Egbe Ayuk. Spoke with Ms, Ayuk via telephone. Ms. Ayuk confirmed phannacist registration # as 13096, exp. Date 10/08. As this 5
is the principle place of employment, please post CURRENT, ORIGINAL, FULL SIZE, SIGNED pharmacist registration.
26 Yes An electronic balance is present, the protective cover lacks the sides. Please obtain same.

Please ohiain g selection of graduates, e.g. 10ml, 25m!, Presently have: 5 - S0m? cylindrical, 20 - 300ml conical, 20 - 250ml cylindrical, 100 -
500wl conical,
Pieasa obtain a glass mortar and pestfe.

28 Yes . Neatness: Fair. Please remove extraneous malerlals fiom floor, dust the drug shelves, clear bottom shelf of the small drug reftigerator.

Noled: Cardboard box present on the pharmacy flvor containing various controlled drog produefs. Some itenis are short dated, ofhers are not.
Why are these items present in this manner on the pharmacy floor? Please address, as appropriate,

38 2 drug, 1 food refrigerator.
39 Yes Small drug refifgerator approx. 34 T, too cold. Maintain drug refiigerators in range of 36 - 46 F.
Large drug refrigerator 45 F,
A Yes Noted: During the work flow patiem, the manufaciurer’s package/container is not routinely passed by the technician, to the pharmacist, for

review. When an-screen fechnology doss not allow the pharmacist to verify the drug product, the pharmacist must retrieve the manufacturer’s
package/container, if not passed by the techuician.  Additionally, faifure o routinely pass the manufacturer’s package/container does not allow the
pharmacist to check the product’s expiration date. Always pass the matfacturer’s package/container to the phatmacist for the final
check.

feceived y:  [Gimon N. Onukaogu | Inspected by:  IPeter Smith 18-Oct-07 03:15 PM




